I'OCYIAPCTBEHHASA JVMA

OEJIEPAJILBHOI'O COBPAHUS POCCUMCKOW ®ENEPALIUM
HUECTOTI'O CO3BIBA

BBIIIMCKA U3 ITPOTOKOJIA or 03.07.2014 Ne 182
SACEJAHIA COBETA T'OCYJIAPCTBEHHOU VMBI

"03" mong 2014r.

112. O npoexre denepannnoro 3axona Ne 555490-6 'O puecenun usmeHenuii

32.1
B crathio 333°"" HaJorosoro Kouelcca Poccmlcxon @euepaunn" (B 4yacTu ycra-
HOBJIEHHSI Pa3MePOB roCyAapcTBEHHBIX MOULTHH MPH OCYIIeCTBIEHHH roCYAapCT-

BEHHOH PErHCTPALMM JIEKapCTBeHHBIX NpenaparoB) - BHocHT IIpasmrenncrso
Poccnncxon (I)e,uepaunn :

Hpﬂl—lHTO pelleHue:

1. HampaBuTh yKasaHHBIH IIpoeKT ¢enepaipHoro 3akoHa Ilpesupenty Poccuii-
cko#t denepaunu, B KOMUTEThI, KoMUCCHIO I'ocynapcTBeHHo# Jlymsl, ¢dpaknuu B [locy-
napcrBenHo [{yme, Coser ®enepanun ®enepansHoro Cobpanus Poccuiickoit ®epe-
pammy, [IpaButensctBo Poccuiickoit ®enepanyu, CuetHyro nanary Poccuiickoii @exne-
pau, O6mecTseHHyI0 najiaTy Poccuiickoit Penepanyy, 3aKkoHOaTeNbHEBIe (IpeCTa-
BUTEJILHBIC) U BICIIHE HCIOIHHUTENbHBIE OpraHbl FOCYIapCTBEHHON BIacTU cyObeKTOB
Poccuiickoii . Defepaliuy U1 ' IOATOTOBKH' OT3BIBOB, IPENIOKEHUHA U 3aMeYaHWi, a
TaKXe Ha 3aKmouenye B [IpapoBoe ynpasnenne Annapara [ocymapctBennoit JyMsl.

‘HasumauuTh OTBETCTBEHHBIM B paboTe Haj NpoekToM (enepanbHoro 3akoHa Ko-
muteT ["'ocynapcTBeHHOH J[yMbI 1o 6r0KeTy ¥ HAJIOTaM.

OT3BIBEI, TIPEIOKEHNST ¥ 3aMevaHus HanpaBuTh B Komurer I'ocymapcTBeHHOM
JyMe1 o GropKeTy | HanoraM o 4 asrycta 2014 roga.

2. Komurety I'ocynapcrsernoii JIlyMsl mo 610/pKkeTy U HajloraM ¢ y4eToM IOCTY-
NMBIIMX OT3LIBOB, IPEIONEHHH ¥ 3aMedaHuil OArOTOBUTL YKa3aHHBIH NpoekT dene-
paJIHOro 3aKOHa K paccMoTpeHHIo ['ocyaapcrBeHHo# JlyMoi.

"+ 3. BKIIOYHUTH YKa3aHHBIN TpoeKT ¢enepalbHOro 3aKoHa B IIPOEKT IIPHUMEPHOH
IPOrpaMMBl 3aKOHOIIPOEKTHOH paboThl FocynapCTBeHHou HAyMmbl B nepuon oceHHel
ceccun 2014 rozna (CeHTX6pb) ‘

Hpez(cena'renb I'ocynapcTBeHHOM J{yAsy
denepansroro Cobpanus |
Poccuiickoii @enepanuu
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3axonoaareapnoe Cobpanne
IIpumopckoro kpas

lepaB.nemle ASJIONIPOH3BOACTBA H
B€AEeHUS 3JIEKTPOHHOTO uoxymeﬂfooﬁopom

Bxoasumit Ne 16/2444
Aara: 17.07.2014 Bpema: 11:47




“~

- MmN
I
l3:’;9'91 7"38510
Tocvaapcrsennag Jya CPO
Jara 27.06.2014 Bpema 09:37

Nesssdss-6: 1.1

I'ocynapcrBennas Jyma
®enepansHoro CobpaHus

NMPABUTEJIALCTBO Poccwuiickoit ®enepauun
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MOCKBA

O BHeceHHM NPOEKTOB (eAepabHBIX
3aKkoHOB "O BHeCEHHH U3MEHEHU

B MenepasnbHblil 3akoH "O6 obpaueHUH
nexkapcTBeHHBIX cpeAcTB" U "O BHeceHHUH
u3MeHennii B ctarbio 333°%! Hanorosoro
koznekca Poccuiickoit degepauun”

B cootBetctBuu co crtarbeil 104 Koncrutyuuu Poccuiickoit ®enepauuu
[TpasurensctBOo  Poccuiickoit ~ ®degepauMi  BHOCHT  Ha  pacCMOTpPEHHE
[locynapcrBenHoit dymel ®enepanpHoro CoOpanus Poccuiickoit ®enepauun
npoekThl (eAepanbHbIX 3akoHOB "O BHeceHHM U3MeHeHMH B (MenepanbHblil 3aKOH
"O6 obpaiennn  jekapcTBeHHbIX  cpenctB” # "O BHeceHMHM  W3MEHEHHH
B ctatsio 333°%! Hanorosoro konekca Poccuiickoit ®enepanyn’.

[Ipunoxcenue: 1. [Ipoekt ¢denepansHoro 3akoHa "O BHECEHUH H3MEHEHMIA
B @epepanbHbiit 3akoH "OO6 oOpaleHUHM JleKapCTBEHHBIX
cpeacts" Ha 97 1.
2. INpoext ¢enepansHoro 3akonHa "O BHeCEHHM H3MeHEHHUH
B crateio 333"  Hanorooro kogekca Poccuiickoit
®enepanuu” Ha 6 1.
3. IlosicHuTenbHas 3anmucka K MpoekTy (exepajisHOro 3akoHa
"O BHeceHun wu3MmeHeHUH B  DenepanbHbli  3aKOH
"O6 obpalleH1H TeKapCTBEHHBIX CPEACTB" Ha 3 J1.
4, TlosicHUTENbHAsA 3amUcka K MPOEKTY (eaepanbHOro 3aKoHa
1¢ (/ 4 "O BHeceHWH wH3MeHeHmit B craThio 333°%' Hamorosoro
xozekca Poccuiickoit @enepauun" Ha 1 1.
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5. ®UHAHCOBO-3KOHOMHYECKOE 000CHOBaHME pelIeHuH,
MpeAnaraeMeIX K [pPHHATHIO MPOEKTOM (edepanbHOro
3akoHa "O BHeceHHH H3MeHeHMiT B (DelepaibHBI 3aKOH
"O6 o6palieHuH IeKapCTBEHHBIX CPeACTB", Ha 1 1.

6. PuHAHCOBO-3KOHOMHYECKOE 000CHOBaHHE peLIeHuHH,
NpelaraeMbIX K TPHHATHIO TPOEKTOM  (elepaIbHOro
jakoHa "O BHeCeHMM W3MeHeHMii B  cTaThio 333°%!
Hanorosoro xoaexca Poccuiickoii ®enepaunn”, Ha 3 1.

7. [epeuenb QenepanbHbIX 3aKOHOB, MOMIEKALMX MPHUIHAHHUIO
YTPaTUBLIUMH CHITy, NPHOCTAHOBJICHHIO, U3IMEHEHHIO HIH
NPUHATHIO B CBA3H ¢ mnpuHaTHeM DenepanbHOro 3aKOoHA
"O BHeceHHH  u3MeHeHnit B DexgepanbHBIl  3aKOH
"O6 obOpaiileHuH JIeKapCTBEHHBIX CpeAcTB”, Ha | II.

8. [lepeueHp (emepasbHBIX 3aKOHOB, MOMJIEKALIHX MPHIHAHHIO
YTPaTUBLUIUMHU CHIIY, NMPHOCTAHOBICHHIO, M3MEHEHHIO HIIH
NPUHATHIO B CBA3M ¢ NpuHsATHEM DeaepalbHOro 3aKoHa
"O BHeCeHMHM u3MeHeHH#i B crarbio 333**' Hanorosoro
kozexca Poccuiickoit denepauun”, Ha 1 1.

9.IlepeyeHs HOpMaTHUBHBIX mnpaBoBBIX akToB IlpesnneHTa
Poccuiickoit  ®epepauuu, [IpaBurensctBa Poccuiickoii
Qepepauuu U denepabHBIX OPraHOB HCMNOJHHUTENBHOM
BIIaCTH, TMOJNeKAIWX TMNPU3HAHUIO YTPaTHBILUMH CHITY,
NPUOCTAHOB/IEHHIO, HU3MEHEHHIO WJIH NPHHATHIO B CBA3H
c npunstueM DegepanpHoro 3akoHa "O BHECEHHUH
usmeHeHnit B @DepepansHeiii  3akoH "O0 obpaiLeHHH
JIEKapCTBEHHBIX CpelACTB", Ha 5 1.

10. [TepeyeHp HOpMATHBHBIX MMpaBOBBIX akTOB [Ipe3uaeHTa
Poccuiickoit  ®epepanuu, [lpaBurensctBa Poccuiickoit
Genepaunin 1 QenepanbHEIX OpPraHoOB  HCMOJIHUTENBHOI
BJIACTH, MOMJNEXKAIWX NPH3HAHHIO YTPATHBIIMMH CHITY,
MPUOCTAHOBNEHHIO, U3IMEHEHHIO WM MPHHATHIO B CBS3H
¢ npuHatHemM @egepanbHoro 3akoHa "O BHeceHHMH
usMeHeHHii B  cTaThio 333°>!  Hanoromoro  kognexca
Poccwiickoit ®epepaunn”, Ha 1 1.

11. Pacnopsxkenne IlpaButensctBa Poccuiickoii denepaumu
0 BHECEHHH MpoeKTOB (eaepaibHBIX 3aKOHOB "O BHECEHHMH
mmeHeHnit B Depepanbupiii 3akoH "O6 obpareHHH
JNIeKapCTBEHHBIX cpexacTs” 7t "O BHECEHUH
waMeHeHHH B  cTarsio 333°>'  Hanorosoro  kojekca
Poccuiickoit ®enepanmu" B [ocymapctBeHHyro [Aymy

24062601 .doc
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®epepansHoro  CoOpanus  Poccuiickoit ~ Penepauun
M O HasHA4eHUH  OQHUIMANBHOrO  IpeACTaBHATENA
[TpaButenscTBa Poccuiickoit denepauun Mpy paccCMOTpEHUH
JAHHBIX TPOEKTOB QefepalbHBIX 3aKOHOB [1anaTaMu
denepansHoro Codpanus Poccuiickoi Penepauuy Ha 1 1.

Ipencenarens [MpaBurenscTBa
Poccutickoii @enepanun Hd.Mensenes

24062601 doc
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Brocutcs [IpasutenscTBOM
Poccuiickoit Penepaiun

IIpoekTt

M;’{_{‘L/{)e?'é

®EJIEPAJIBHBIN 3AKOH

oS ll
O BHeceHHH N3MeHeHnii B cTaTbio 333

Hanorosoro kogexkca Poccuiickoii @enepaunu

Crarba 1

Crarsro 333**!  Hanoroeoro komekca Poccuiickoit  ®egepauuu
(CoGpanue 3akoHogatenscTBa Poccuiickoit @enepanun, 2000, Ne 32, ct. 3340;
2010, Ne 15, ct. 1737) U310UTH B clieaytoLeit peaaku1u:

"Cratbs 333°*'.  Pa3mepbl rocyapcTBeHHO# NOULTHHLI 33
coBepuIeHHe AeHCTBUi YNOJTHOMOYEHHLIM
¢enepanbLHBIM OPraHoOM HCMNOJHHTEIBHONH BJ1ACTH
NpPH OCyIeCTBJIeHHH rocyapcTBeHHOH
perucTpanuy JIeKapcTBEeHHbIX NPenapaToB

3a  coBeplIeHHE  YINOJHOMOYEHHBIM  (pefepajlbHBIM  OpPraHOM
HUCNOJHUTEIbHOM  BIAcTH  OEHCTBUHA, CBA3AHHBIX C€  OCYLIECTBICHHEM
rocyJapCTBEHHON perucTpanuu JE€KapCTBEHHBIX MpernapaToB B COOTBETCTBHHU
c OenepanbHbiM  3akoHOM "O6 oOpailleHMH JeKapCTBEHHBIX CpeAcTB',

roCynapCTB€HHas IIOUUIAHA YIJIQYMBaeTCs B CIEOAYIOLIUX  pasMepax

(B 3aBUCHMOCTH OT BHIOB OCYLLECTBIAEMbIX AeicTBUI):

24021783 doc
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1) 3a npoBeneHHe ITHYECKOH IKCIEPTU3BI, IKCMEPTH3Bl JOKYMEHTOB
JIEKapCTBEHHOrO TmpernapaTa JJig IONY4YeHHS paspelleHUs Ha MpoBeAeHME
KJIMHHYECKOT0 MCC/IeAOBAHUS JIEKQpPCTBEHHOTO MpenapaTta A MEAHLMHCKOTO
NpHUMEHEHHs Npu  oOpallleHHH 32 TOCYJapCcTBEHHOH  peructpauuei
nieKapcTBEHHOro npenapara - 85 000 pyGuneii;

2) 3a npoBe/IeHNe 3KCNEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOrO Mpenapara,
MPEACTABICHHOr0 B Ka4yeCTBE Op(AHHOrO JICKapCTBEHHOI'O Npenapara, s
OMpelie/ieHnss BO3MOXKHOCTH pacCMaTpuBaTh €ro IMpH [OCYAapCTBEHHOMN
perucTpauMd B KauyecTBe OpdaHHOro JEeKapCTBEHHOro Mpenapara -

25 000 py6neii;

3) 3a npoBeaeHHEe 3THYECKOH OIKCMEPTHU3bl, JKCMEPTU3Bl AOKYMEHTOB
JIEKApCTBEHHOrO Mnpenapara s TMOJIyYeHHs pa3pelleHHs Ha [POBEACHHE
MEXIYHapOAHOrO  MHOTOLIEHTPOBOIO  KJIMHHYECKOTO MCClleA0BaHUst
JIEKapCTBEHHOro  Tperaparta  JAjAf  MEAMUMHCKOrO  NpHMEHEHUs -

210 000 py6nei;

4) 3a MpOBCACHHE 3THUYECKOH 3KCNEPTH3bI, 3KCNEpTH3bl NOKYMEHTOB
JICKAPCTBCHHOI'O Ipernapara a4 IOJYYCHHA paspClUCHUA Ha MMPOBEACHHUE
IMMOCTPEruCTpallHOHHOTO KJIMHHYECKOro HCCICAOBAHHUSA  JICKApCTBEHHOTO

npenaparta Uit MeAMLMHCKOro npuMeHeHus - 60 000 py6ueii;

24021783.doc
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5) 3a mpoBegeHHe JKCIEpPTHU3Bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U
JKCIEpTU3bl OTHOUIEHHMA OXHAaeMOol IMonb3bl K BO3MOXHOMY PHCKY
NPUMEHEHUS JIEKAPCTBEHHOIO Tpernapara Jjisi MEAULHHCKOI0 NPUMEHEHHUS MPH
€ro rocyaapcTBeHHo# peructpanuu - 225 000 pyonei;

6) 32 IPOBEACHME DKCIIEPTH3BI KAueCTBAa NEKAPCTBEHHOrO CPENCTBA M
JKCNEPTU3bl OTHOILUEHUS OXHAAEMOHM TOJIB3Bl K BO3MOXHOMY  PHCKY
MPUMEHEHHS JIEKApCTBEHHOrO Ipenapara, pa3peli€HHOro Ui MEIWLHHCKOTO
npumeHeHuss B Poccuiickoit ®Penepauuu Oonee aBaauaTd  JIET, MpH
roCyAapCTBEHHOM perucTpanuy jekapctBeHHoro npenapara - 30 000 py6uaeit;

7) 3a npoBeJeHUE IKCMEPTH3BI KayecTBa JIEKAPCTBEHHOr0 CpeACTBa U
JKCMEPTU3Bl OTHOILUEHHS OXHUIAAEMOW [M0JIb3bl K BO3MOXHOMY PHCKY
TpUMEHEHHs JIEKapCTBEHHOTO Mnpenapara Juisi MEAULIHHCKOro MpUMEHEHHS, B
OTHOIUEHHH KOTOpOro MpPOBEIEHBI MEXIAYHApOAHBIE MHOrOLIEHTPOBLIE
KJIMHHYECKHE MCCJIeJOBaHHs, 4YacTh M3 KOTOpHIX MpoBeiaeHa B Poccuickoi
denpepauuu, Npy rocy1apCTBEHHONR perMcTpaly JEKapCTBEHHOrO Npenapara -
225 000 pyGueit;

8) 3a mpoBegeHHE SKCMEPTH3Bl KAYeCTBa JIEKAPCTBEHHOrO CpeiCTBA M
OKCHEpTU3bl OTHOLUEHHS OXHMAAeMOH TMOJb3bl K BO3MOXHOMY PHCKY
NPUMEHEHNs JIEKAPCTBEHHOIO TMpenapara il BETEPUHApHOro NPHMEHEHHS

IPH €ro rocyaapcTBeHHOH peructpauut - 150 000 py6reii;

24021783.doc
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9) 3a BelAavy pa3pelleHHs Ha MpoBeAeHHe KIMHUYECKOTO UCCIIENOBaHUS
JIEKapCTBEHHOTO TIpenapara JJist MeJULIMHCKOro npuMeHeHus - 5 000 pyGneii;

10)3a BBIma4y pa3spelieHUs Ha TPOBEAEHHE MEXIYHAPOLHOrO
MHOTOLIEHTPOBOrO KJIMHMYECKOTO HCCJIEAOBaHHS JIEKapCTBEHHOrO Npenapara
JUIS MEQULIMHCKOTO NpuMeHeHud - 5 000 pybieit;

11)3a BBIAa4y paspelieHUs Ha MPOBEICHHE MOCTPErMCTPAlHOHHOIO
KJIMHUYECKOr0 MCCleI0BaHHUA JIEKAPCTBEHHOrO Mpernapara Ans MeIdLUHHCKOro
npumeHeHusd - 5 000 pybneit;

12) 3a BBIJa4y pErucTPaMOHHOTO YIOCTOBEPEHUSA JIEKAPCTBEHHOTO
npenapara - 10 000 pybneii;

13) 3a noaTBepxkAEHHE rOCYJapCTBEHHON pEerucTpaLuy JeKapcTBEHHOro
npenapara s MeIHLUUHCcKoro npumeHeHus - 100 000 py6sei;

14) 3a moATBepKAEHHE TOCYAapCTBEHHONH PErHCTPALlUH JIEKAPCTBEHHOTO
npenapara s BeTepuHapHoro npumeHenus - 50 000 py6neii;

15) 3a BHeceHHME B JOKYMEHTbI, COJEpXallHecs B pPErHCTpalHOHHOM
J0Che Ha 3aperdcTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar Afis MEAULIHHCKOro
NpUMEHEeHUs,  H3MeHeHHH,  TpeOylolMX  MpPOBEAEHHA  IKCNEPTHU3BI
NIeKapCTBEHHbIX CPEACTB B 4YacTH OKCIEPTU3BI KayecTBa JIEKapCTBEHHOIO

CpeacTBa U (UM) SKCIEPTU3bl OTHOLLIEHUS 0XUJAEMOH MOJb3bI K BOZMOXKHOMY

24021783.doc



pUCKY TpHUMEHEHMs JIEKapCTBEHHOro TMpenapara Uis MEOHULHHCKOIo
npuMmeneHus, - 75 000 pybaneii;

16) 3a BHeceHHME B AOKYMEHTBI, COJEepiKallHecs B PerHcTpallHOHHOM
JOChE Ha 3aperdCTPHPOBAHHBIN JIEKAPCTBEHHBIH Npernapar Aid MEAUUHHCKOrO
TIpUMEHEHUA, HU3MEHEHHH, He TpeOyowuX TMpOBEACHUS IKCHEPTH3BI
JIeKapCTBEHHBIX CPEACTB IJIA MEIULIMHCKOro mpuMeHeHus, - 5 000 py6Gneii;

17) 3a BkmoueHHe ¢apmaleBTHUECKOH CcyOCTaHIUH, NPOU3BEACHHON B
uensx peajU3allUH, B TOCYJApCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPELCTB -
100 000 py6iei;

18)3a BHeceHHEe B JOKYMEHTH (hapMalleBTHYECKOH CyOCTaHLH,
MPOM3BEICHHON B LENAX peali3allid M BKIIOYEHHOM B rocyAapCTBEHHBIH
peecTp JIEKAPCTBEHHBIX CPEACTB AJIs MEIULIMHCKOTO NIPUMEHEHHS, U3MEHEHUH,
TpeOylolIMX  MPOBEACHMS  DJKCMEPTH3bl  JIEKAPCTBEHHBIX  CPEACTB, -
75 000 pyOGneii;

19)3a BHeceHMe B JOKYMEHTH (papmaleBTHYECKOH CyOCTaHLMH,
MPOM3BEJEHHON B LENAX peau3aluy H meoquHoﬁ B TOCYJapCTBEHHBII
peecTp JIeKapCTBEHHBIX CPEACTB I MEAULMHCKOrO IpUMEHEHHs, U3MECHEHHH,
He TpeOyloIMX [pOBEJEHUS I3KCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB, -

5 000 py6nei;

24021783.doc
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20) 3a BHeceHHE B MOKYMEHTHI, COAEpKAIIHECS B PErMCTPALMOHHOM
J0CBE Ha 3aperuCTPUPOBAHHEIN JIeKapCTBEHHBIN Mpenapar A BETEPUHAPHOro
NpUMEHEHNUs,  U3MEHEHHMH,  TpeOyromMX  MpOBENEHHA  IKCHEPTHU3LI
JIEKApCTBEHHBIX CPEACTB /11 BETEpUHAPHOTO npuMeHeHHus, - 50 000 pybinei;

21) 3a BHeceHMe B JOKYMEHTBI, COJEep)Kalluhecs B PErucTpallMOHHOM
JIOChE€ Ha 3apervucTpUpOBAHHBIN JIEeKapCTBEHHBIH Npenapar A1 BETEpUHAPHOTO
NpPUMEHEHHsA, H3MEHEHWH, He TpeOylomHX TIpOBEAECHHS DIKCIEPTU3bI
JIeKapCTBEHHBIX CPEJCTB A1 BETEpHHAPHOr0 NpUMeHeHus, - 2 600 pybneit;

22)3a BBlgayy AyOaukara — perucTpallHOHHOTO  YOCTOBEPEHHSA
JiekapcTBeHHOro npenapara - 2 000 py6nei.".
Crathbs 2
Hacrosmuit ®epepanbHblii 3akOH BCTynaer B cHiIy ¢ 1 sHBaps

2015 roga, HO HE€ paH€e 4Ye€M IO HUCTEYECHHH OJHOro Mecsua co OHA €ro

odpHLHaNTBHOrO ONYOIMKOBaHHUA.

IIpe3naent
Poccuiickoi denepauyiu

24021783 .doc



NOSICHUTEJBHAS 3AIIMCKA

e 32'
K npoexTy deaepanbHoro 3akona 'O BHeceHHH H3MeHEeHHH B cTaThio 333 !
Hanorosoro koaekca Poccniickoii ®egepauun'’

[Tpoekt denepanbHoro 3akoHa "O BHECEHHMHM H3MEHEHHMH B CTaThIO 333%!
Hanorosoro konexca Poccuiickoit ®enepaunn” (nanee - 3aKOHOMPOEKT) paspaboTaH
BO HcnojiHeHHe ropy4enus [TpaBurenscrBa Poccuiickoit @enepaunn ot 24 nexabps
2013 r. Ne OI'-IT12-9301.

3aKOHOMPOEKTOM NPENYCMOTPEHO BHeCeHHe H3MeHeHHH B Hanoroselil koaekc
Poccuiickoit ®eaepauuut B 4HacCTH YCTAaHOBJIEHHS pa3MEpPOB TIoOCYAapCTBEHHBIX
MOUUTHH 3a COBeplLIeHHe IeACTBHI YHONMHOMOYEHHbIM (elepalbHBIM OpraHoM
VICIIOJIHUTEIBHOH BJIaCTH INPHU OCYLIECTBJIEHHUH TOCYJapCTBEHHON perucTpalyy
JeKapCcTBEHHBIX TMpenaparoB. JlaHHblE HW3MEHEHHS CBA3aHBI C MOJOXEHHAMH
npeacrasiaeHHoro  MunsgpaBoM Poccum  npoekta  QenepanpHOro  3aKoHa
"O BHecenud u3MeHeHuil B MenepanbHbiil 3akoH "O6 obpalleHHH 1eKapCTBEHHBIX
CpPeACTB", KOTOPBIM YTOUYHSIIOTCHS BHABI IOPUAMYECKH 3HAYHUMBIX [EHCTBUH, 3a
COBEpLIEHHE KOTOPHIX MPOU3BOAMTCSA yIjIaTa rocy1apCTBEHHOH MOLUUTHHBL.

B coorBetcTBMU ¢ Hanoroseim koaekcoM Poccuitckoid dexnepauun (myHKT 7
ctaThM 1) BHeceHHe H3MeHeHHH B 3akoHomatenbcTBO Poccuiickoit Pepepauuu
O Hajlorax W cOopax OCYLIECTBNSETCA OTHENbHBIMMA (pelepanbHbIMH 3aKOHAMH, B
CBSI3M C 4YeM [IpeqnaraeMple H3MEHEHHA BbIJCACHBI B CAMOCTOATEBHbIH
3aKOHOMPOEKT.

JuddepeHunpoBatHsie pa3mepsl rocy1apCTBEHHOH NOLUJTHHBI
YCTaHaBIMBAlOTCA B COOTBETCTBHE C 3aTpartaMu ¢enepaipHoro O KkeTa Ha
OKa3aHHe COOTBETCTBYIOLIUX YCIYT.

24062506.doc




OUHAHCOBO-3KOHOMNYECKOE OBOCHOBAHHE

pelieHHi, NpeaiaraeMbiX K NPHHATHIO NPOEKTOM (egepabHOro 3aKOHA
"O BHeCeHHH H3MeHEeHHt B cTaThio 333*
Hanorosoro kogekca Poccuiickoii ®enepauun'

Peamusauus mnpoekta depepanbHoro 3akoHa "O BHeceHMH HW3MeHEHW
B crateio 333°>! Hanorosoro kogekca Poccuiickoit ®enepauun" (manee -
3aKOHOIPOEKT) He norpebyror JIOTIOJIHUTENIBHOTO ¢dbHHaHCUpOBaHHUA
13 QenepasbHOro Gromxera U GyAeT OCYLIECTBIATHCA B NMpeAenax YCTaHOBJIEHHOH
IUTAaTHON YHCJIEHHOCTH (elepanbHBIX OpraHoB HCIIOJHMUTENBHOH BIACTH U
aCCUMrHOBAHHM, NMpPeoyCMOTPEHHBIX B ¢elepanbHOM GO/KETe HA X COAEpKAHUE U
BBINIOJIHEHUE YCTAHOBAECHHBIX QYHKLHHA.

3aKOHOIMPOEKTOM YTOUYHAETCS BHJ IOPHAHYECKH 3HA4YMMBIX JeHCTBHi, 3a
KOTOpBle TPOM3BOAMTCA OIUIaTa rOCyAapCTBEHHOH IMOLLIMHBI, B CBA3M C YeM
NMpejnaraeTcs BHECTH M3MeHeHMs B  crarbio 333°%' Hanorosoro kogexca
Poccuiickoit @enepatinu.

YyuTeiBas, uTo 3akoHompoekToM "O BHeceHUH H3MeHeHu#d B PenepanbHbIi
3akoH "OO0 obpauleHWH J€KapCTBEHHBIX CpeACTB" BBOAMTCA HOBOE TMOHATHE
"opdaHHbI€ JIEKaPCTBEHHBIE MpeNnapaThl’ U YCTAaHaBNUBACTCA JOMOIHHTENBHBIA BUI
IOPUANYECKH 3HAYMMOro AEHCTBUS MPH PpErucTpalMHd TakHX JIEKapCTBEHHBIX
npenaparoB, TpeanaraeTcs B3MMaHHe rOCYAapCTBEHHON MOLUTHHLI 3a MpPOBEACHHE
3KCNepTU3bl JOKYMEHTOB JIEKAapCTBEHHOIr'O Tpernapara, IpeCTaBIEHHOro B Ka4yecTBe
op(aHHOro JIEKapCTBEHHOro mpenapara, [ OIpeleNeHHss BO3MOXKHOCTH
paccMaTpUBaTh €ro NpH TrOCYAapCTBEHHOW perucTpallMH B KadecTBe OpgaHHOro
JIeKapCTBEHHOTO npemnapata B pazMepe 25 000 pyGrnei.

B mensx ycuieHHS KOHTpPOJSA 3a KauecTBOM JIEKAPCTBEHHBIX NpeEIapaTos,
MOJIy4aloUIMX  paspellieHHe Ha [MpoBeldeHHE KIMHHYECKHX HCCIeJOBaHH,
3aKOHOIPOEKTOM MNPeAyCMOTPEHO paclMpeHe COCTaBa IKCIEPTH3BI JOKYMEHTOB, B
CBS3M C YeM npeanaraercs yBenuduts Ha 10 000 pybaeil pasmepsl rocy1apcTBEHHOM
HOLLUTHHBI:

-3a TPOBEACHHE O3TUYECKOW OKCMEpPTH3bl, IKCIEPTH3bI JOKYMEHTOB
JIEKapCTBEHHOT0 [Mpenapara JUis [OJYyYE€HHS paspellIeHHds Ha IIpOBEACHHE
KJIMHHYECKOro HCCNe0BaHUS JIeKapCTBEHHOrO Ipenapara A1 MEIULIMHCKOro
MIPUMEHEHHs TTpH oOpalleHNH 3a rocyJapcTBEHHON perucTpalded nekapcTBEHHOIo
npenapara;

-32 TpPOBENCHHE OITHYECKOW OKCIEpPTU3bl, OIKCIEPTH3El JOKYMEHTOB
JIEKapCTBEHHOTO Ipernapara s [IOMy4E€HHA pa3spelIeHUs Ha IpOBEACHHE
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MEXAYHapOJHOT0 MHOTOLIEHTPOBOrO0 KJIIMHHYECKOTr0 UCCIeA0BAHHSA NTEKAPCTBEHHOIO
npenapara A MEJULMHCKOTO IPHMEHEHUS;

-3a TMpoOBEeJEHHE JSTHYECKOW OIKCMEPTHU3bl, OKCHEPTHU3Bl [JOKYMEHTOB
NIEKapCTBEHHOr0 T[ipenapara A8 IONy4eHHS paspelleHUs Ha TNpOBENeHHS
MOCTPErHCTPALHUOHHOTO KIIHHUYECKOr0 HCCIENOBaHUA JI€KapCTBEHHOro Ipernapara
JUIS MEAULIMHCKOrO IIPUMEHEHHUS.

Cratseit 333**' Hanorosoro konekca Poccuiickoli ®denepauus omnpeneneH
pa3mMep rocyfapcTBEHHOMH TMOLIIMHBI 33 BHECEHHE H3MEHEHMM B MHCTPYKLUMIO IO
NIPUMEHEHHUIO JIEKApCTBEHHOr0 Iperapata AN MEAULUHUHCKOrO NpPHUMEHEHUs -
50 000 pyOneii, a 32 BHECEHHE N3MEHEHHIT B COCTAB JIEKAPCTBEHHOTrO npenapara JJist
MeauUrHckoro npuMeHenus - 100 000 pyGnei.

Heobxoaumo oTMeTHTh, YTO 3akoHOMpoekToM "O BHECEHHMM H3MEHEHHMH B
Denepanbhblil 3akoH "6 obpalleHMH NTEeKapCTBEHHBIX CPENCTB" BHOCHUTCA pAjl
U3MeHeHHit B cTaThio 30, KacalolUUXCA JOKYMEHTOB, COAEpXKalllMXcs B
PErHCTPaLIMOHHOM J0Cbke, He TpeOylomux npoBefeHus 3kcnepTussl. K Takum
M3MEHEHHAM OTHECeHbI, B [MeEpBYI0 oudepenb, HW3IMEHECHHsA, Kacalolluecs
HaWMEHOBaHHWA, afpeca NPOW3BOAUTENA JIEKAPCTBEHHOro nperapara W Ap. Takum
obpazom, BO n3bexaHue Heo60CHOBaHHBIX pacxonoB cybrexTon
MpeANPUHUMATEILCKOR  [JeATENIBHOCTH  MpU  [epeoOpMIEHHH  JTOKYMEHTOB
PETUCTPALHOHHOrO JOChe BMECTO MOLUIMH 33 BHECEHHE U3MEHEHHH B MHCTPYKLIHIO
110 NPUMEHEHHUIO JIeKapCTBEHHOTO MpenapaTta A MEQULMHCKOrOo NpHMEHEHHs B
pasmepe 50 000 pyGneit u 3a BHeCEHHME H3MEHEHHMH B COCTaB JIEKAPCTBEHHOro
npenapara Aas  MeIMUMHCKOro mnpuMeHeHuss B pasmepe 100 000 pyGanei,
npeajiaraeTcs B3UMAaTh [OCYAApPCTBEHHBIC NMOUUIMHBI 332 BHECEHHE B JIOKYMEHTHI,
comepalidecsi B  PErHCTPalMOHHOM  [JOCh€ Ha  3aperuCTPUPOBaHHBIIA
JIEKapCTBEHHBI nperapar s MEJWIHHCKOro TMPHMEHEHWs, H3MEHEHMH,
TpeOyomuX MpOBEAEHUA IKCIIEPTH3bI IEKAPCTBEHHBIX CPEACTB B YaCTH SKCIEPTH3bI
Ka4yecTBa JIEKAPCTBEHHOTO CpeAcTBa M (M/IM) 3KCHEPTH3bl OTHOLIEHHS OXHAaeMOMH
nonb3el K BO3MOXHOMY pPHCKY IPHUMEHEHHMs JIEKapCTBEHHOro npernapara JUIA
MEIULIHHCKOro npuMeHeHus B pasmepe 75 000 pyGneii; 3a BHeceHHe B JOKYMEHTEI,
colepxalecs B PErHCTPallHOHHOM  JOCb€ HA  3aperuCTpHPOBAHHBIN
JeKapCTBEHHRIH mpenapaTr I8 MEOMLHUHCKOrO TNpPHMEHEHHsA, H3IMEHEHHH, HE
TpeOyroumXx NpoBeAEHUS 3KCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB ANA MEAMLHHCKOIO
npuMeHeHHus - B pa3Mepe 5 000 pyGned. CHkeHHe pa3Mepa roCyaapCTBEHHBIX
nousiiH  ¢GopMHpyeTcs  HCXOAA4 M3  3aTpaT BpPEMEHM HAa  MpPOBEAECHHE
rocyaapcTBeHHbIMH CITyXalluMH Mun3apasa Poccun geificTBuil, HEOGXOAUMBIX JUTA
BHECEHHS M3MEHEHHH B JOKYMEHTHI, cojepalliecs B PErUCTPallHOHHOM JOChe HA
JieKapCTBEHHBIH Npernapar 411 MEAULMHCKOro NPHUMEHEHHS.
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Pazhuua Mexay pa3sMepamMM rocyfapCTBEHHON MOLUIMHBI 33 HM3MEHEHHS,
TpeGyiolye NpoBeAE€HU KCIEPTH3bI, U FOCYJaPCTBEHHOM NMOULTHHBI 33 U3MEHEHUS,
He TpeOyoLIHe NPOBEeIeHUS IKCIIEPTU3HI, COCTABHUT B cymme 70 000 pyGaei.

HuddepeHunpoBaHHEIE CTaBKH rocyAapCcTBEHHOM MOLIHHBI
YCTaHaBIMBAIOTCs C LIEJIbIO NPHBENECHUSA B COOTBETCTBHUE C 3aTpaTaMM (elepaabHOro
Oro/KeTa Ha OKa3aHHE COOTBETCTBYIOLIMX IOPHIHYECKH 3HAYMMBIX AEHCTBHIA.

BBoauTcs  rocynapcTBeHHas — NOUUIMHA 33 Bblgadyy  ayOnukara
PErMCTPallMOHHOIO  yIOCTOBEPEHHs JIGKAPCTBEHHOrO IIperiapata B  pa3Mepe
2 000 py6neii.

Taioxe BBOAATCA ClleylOUIHe rocyJapCTBEHHbIE MOIUTHHBI:

- 32 BHECEHHE B JOKYMEHTHI, COAEpXAIlUECS B PErHCTPAalIOHHOM JOChE Ha
¢dapMaUueBTHYECKYIO CyOCTaHUMIO, BKJIOYEHHYI0 B TOCYJapCTBEHHBIH peecTp
JIeKapCTBEHHBIX CPEJCTB U MEJHUIIMHCKOrO IPUMEHEHHs, H3MEHEHHUH, Tpebyromux
MpoBeJEHUs SKCIIEPTU3BI JIEKAPCTBEHHBIX cpeacTB B padMmepe 75 000 pyGneit;

- 32 BHECEHHE B JOKYMEHTEHI, cojepXalldecs B PETUCTPAllHOHHOM AOChE Ha
dapmaneBTHUECKYIO CYOCTaHUMIO, BKJIIOYEHHYI0 B [OCYHApCTBEHHBIH peectp
JIEKapCTBEHHBIX CPEJACTB M/ MEQULHHCKOro TIpUMEHEHHs, H3MEHEHUH, He
TpeOYIOIIMX TMpPOBEJEHHA DOKCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB B pa3Mepe
5 000 py6nei;

- 33 BbIIa4y PErMCTPaLlHOHHOI0 YOCTOBEPEHHS JIEKAPCTBEHHOTO Ipenapara,

- 3a BBIla4y pa3pelleHHit Ha NpoBefeHHe KIHHUUECKUX HCCIIEJOBaHUMA,

Ilpeanaraemele M3MEHEHHS B CTaTbio 333%! Hanorosoro xozmekca nossonst
CHH3HTh M3OBITOUHBIE (HMHAHCOBBIE 3aTPaThl CyOBEKTOB MpPEANpPUHHMATENBCKOH
JEATENPHOCTH M CHCTEMATH3UPOBaTh MX C YYETOM OINbITa NpaBONPHMEHHUTENbHOM
MPaKTHKH.

[Mpunsatue 3akoHomNpoekTa OyAeT HMETH IOJIOKHTENBHBIH COLHATBHO-
akoHOMHYeckuit 3 dexr.
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NEPEYEHD

theaepaabHbIX 3AKOHOB, MOAJ€XKAWHX NMPHIHAHUIO YTPATHBIIHMH CHJTY,
MPHOCTAHOBJIEHHIO, H3MEHEHHIO WJIH NPHHATHIO B CBA3H ¢ NPUHATHEM
PenepanbHoro 3akona 'O BHeCEHHH U3MeHEHHH B CTATHIO 333%!
Hagorosoro kogexca Poccuiickoii @enepaunu’’

" 2.
Tpunstue denepansHoro 3akona "O BHECEHWH W3MeHeHWH B crathio 3332

Hanorosoro xonekca Poccuiickoit ®enepauun” He NpH3HAHUA YTPATUBIIMMH CHITY,

NPHOCTAHOBJIEHMSA, U3MEHEHHS I NPHHATHSA (elepaJIbHBIX 3aKOHOB.
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NMEPEYEHD

HOPMATHBHLIX NpaBoBbIX akToB [Ipeznaenta Poccuiickoii Mexepauun,
IlpaBuTenscrBa Poccuiickoii Menepaunn u deaepabHbIX OPraHos
HCMOJIHUTENbHOMH BIACTH, NOJIeKAMHX NPH3IHAHHIO YTPATHBILHMH CHAY,
NPHOCTAHOBJICHHIO, H3IMEHEHUI0 HJIH NPUHATHIO B CBA3H C NPHHATHEM
®enepanbHoro 3aona "O BHeceHHH H3MeHeHHl B cTaTbio 333°%!
Hagorosoro koaekca Poccuiickoii @eaepaunu"

IMpunstie ®enepansHoro 3akoHa "O BHeCEHMH M3MeHeHMH B cTaThio 333°%!
Hanorosoro konmekca Poccuiickoii ®Pepepanun” He notpedyer mnpU3HaAHUA
YTPaTUBIIMMHU CHITy, MPUOCTAHOBIEHHSA, U3IMEHEHHS WM NMPHHATHA HOPMATHBHBIX
NpPaBOBbIX AKTOB.
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[IPABUTEJILCTBO POCCHUICKON ®EJ/IEPAIIMH
PACIIOPSAXEHUE

oT 26 mons 2014 r. Ne 1145-p

MOCKBA

1.Buectu B Tocymapcreennyio [ymy @enepansHoro CobpaHus
Poccutickoit ®enepaunu 1npoekTh denepanbHeIX 3akoHOB "O BHECEHHH
u3MeHeHu#t B PenepaibHbliif 3aKoH "O06 oOpaleHuy 1eKapCTBEHHBIX CPeACTB” U
"O BHeceHMH W3MeHeHHH B crathio 333°7' Hanorosoro kogexca Poccuiickoit

®denepauun".
2. Haznauute 3amectutrends MuHucTpa 31apaBooxpaHeHus Poccuiickoi
Qenepaunu KarpamaHnsgna Hrops Huxonaesuuya OopHLHATLEHBIM

npexncrasutenieM [IpaButenscra Poccuiickoit Penepaunn npH paccMOTpEHUM
nanaraMi  ®epnepanpHoro Cobpanuss Poccuiickoii ®Penepauvu MpoeKTOB
¢denepanbHblx 3akoHOB "O BHeceHMM u3MeHeHHUH B DenepanbHbIil 3aKOH
"O6 obpaiieHun nexapcTBeHHBIX cpedAcTB” W "O BHECEHHMH H3MEHEHHH B
cratsio 333°%! Hanorosoro koxekca Poccuiickoi Genepauuu”.

INpencenarens [paBut

Poccuiickoit ®enepa Hd.Mensenes
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